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DETAILED ACTION 

Specification 

1 . The specification is objected to as failing to provide proper antecedent basis for 
the claimed subject matter. See 37 CFR 1.75(d)(1) and MPEP § 608.01 (o). Correction 
of the following is required: Paragraphs 139 and 140 of the specification do not provide 
enough detail about the spacer from claims 21-26. 

Claim Rejections - 35 (JSC §112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claim 17 recites the limitation "the intended shape" in lines 1 and 2. There is 
insufficient antecedent basis for this limitation in the claim. 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 1,2, 5-7, 9, 10, 17 and 18 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Williams (US 3,996,937). 

3. Williams discloses the invention substantially as claimed including a surgical 
article comprising a first jaw (fig. 2 [16], [14]), a second jaw ([18]), wherein these jaws 
have surfaces capable of engaging a sling assembly (fig. 4), and the engagement 
surfaces can engage either first or second insertion sheaths of a sling assembly or the 
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midportion of a sling without engaging any portion of any insertion sheath (fig. 4 - the 
device is capable of being placed over any part of the sling assembly), the jaws being 
biased towards a closed position with manually engageable handles for moving the jaws 
from a closed position towards an open position (col. 2, lines 50-60). Williams also 
discloses jaws shaped to approximate the intended shape of the midportion of a sling 
after it has been surgically implanted via a transobturator or suprapubically (fig. 5, the 
sling is wrappable around the center bar of the jaw [1 8]). 

4. Regarding claim 2, the jaw of William can be sized so that its width is greater 
than the space between the ends of a first and second insertion sheath, because no 
distance is given as the space between insertion sheaths. 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Williams 
(US 3,996,937). 

Due to lack of criticality in the specification, a jaw depth between about 0.5 mm 
and about 10 cm was shown to solve no particular problem, serve no particular purpose 
and provide no additional benefit as opposed to any other jaw depth. Therefore, it would 
have been obvious to have a jaw depth within the range of about 0.5 mm to about 10 
cm because these depths are as capable of providing function to the device as any 
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other jaw depth that allows the device to grasp a sling apparatus. 

7. Claims 3, 8, and 11-16 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Williams (US 3,996,937) in view of Garland (US 2,635,238). 

8. Regarding claims 3 and 8, Williams discloses the invention substantially as 
claimed above except for failing to disclose an arcuate shaped pair of jaws that can 
substantially enclose a mid-portion of a sling. However, Garland teaches a clamp with a 
first and second jaw, in which the pari of jaws has an arcuate shape and is capable of 
enclosing the midportion of a surgical sling (fig. 3, [13], [14]; and fig. 6). This arcuate 
shape of the jaws curves the sling in the same direction as the center bar of the jaw of 
Williams and guarantees that the sling is wrapped in a direction so that each of its ends 
are wrapped towards the same direction. Therefore it would have been obvious to have 
the jaws in an arcuate shape such that they can more fully enclose a sling, to improve 
the function of the device. 

9. Regarding claim 1 1 , Williams discloses the invention substantially as claimed 
above except for failing to disclose a slot in one of the jaws. However, Garland teaches 
a slot in one of its jaws (top jaw component in fig. 6). This slot allows the object that is 
grasped, a sling in the case of the instant application, to be accessed for surgical 
purposes while it is clamped. Therefore it would have been obvious to have a slot in at 
least one of the jaws. 

10. Regarding claims 12-16, Williams discloses the invention substantially as 
claimed above except for failing to disclose appendages extending from the jaws that 
are flexible, and also fail to disclose a thin material between the appendages of a jaw. 
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However, Garland teaches flexible appendages extending from the jaws and a thin 
material situated between the jaws that are capable of holding portions of a sling or 
sling assembly in a predetermined orientation (col. 2, lines 14-19 and col. 3, lines 19- 
24). Without the ability to hold a sling, the clamp device would not be helpful and 
appendages ensure that the sling will not slip during a surgical procedure, combined 
with a flexibility that will not damage a sling. Therefore it would have been obvious to 
have flexible appendages and a thin material in order to correctly and safely tension a 
sling. 

11. Claim 19 is rejected under 35 U.S.C. 103(a) as being unpatentable over Williams 
(US 3,996,937) in view of Gellman et al (US 6,423,080). 

12. Wiliams discloses the invention substantially as claimed above but fails to 
disclose a sling assembly. However, Gellman et al teach a sling with first and second 
end portions (fig. 63, [121 1]), a first insertion sheath (fig. 62, [716]), and a second 
insertion sheath (fig. 62, [718]), in which the insertion sheaths each enclose an end 
portion of the sling (fig. 62), and have ends that are capable of being spaced apart so 
that the midportion of the sling is free of any insertion sheath (fig. 63). Because it is 
necessary to the function of the sling to have a tension reducing device such as that 
disclosed by Williams, to reduce the tension of the sling and prevent damage to ones 
internal tissues, it would have been obvious to use the device of Williams on an 
implantable sling with an introducer sheath for each end of the sling. 
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13. Claim 20 is rejected under 35 U.S.C. 103(a) as being unpatentable over Williams 
(US 3,996,937) in view of Gellman et al (US 6,423,080) and further in view of Trabucco 
(US 630,6079). 

14. Williams in view of Gellman et al teach the invention substantially as claimed, 
further teaching that an insertion sheath can be comprised of a polyethylene material 
(Gellman et al col. 35, lines 17-19), but fail to teach a sling made of a polypropylene 
material. However, Trabucco teaches that it is old and well known in the art to have a 
sling made of a polypropylene material (col. 5, line 39). Polypropylene is a 
biocompatible and durable material that is suitable for implanting within the human 
body. Therefore it would have been obvious to make an implantable support sling out of 
polypropylene. 

15. Claims 21-26 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Gellman et al (US 2001/004704) in view of Gellman et al (US 6,423,080). 

16. Regarding claim 21, Gellman et al (704) disclose the method substantially as 
claimed including the steps of verifying that a spacer article is in close proximity to a 
patient's urethra and removing the spacer (par. 90 and 91). Gellman 704 fails to 
disclose a sling with insertion sheaths. However, Gellman et al ('080) teach a sling with 
insertion sheaths that are removed (compare [716] in figs. 63 and 64). When inserting a 
device it is often necessary to have an introducing sheath or catheter, and when the 
device is one that applies tension to internal tissue, it is necessary to have a way to 
adjust that tension, such as with a removable spacer. Therefore it would have been 
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obvious to combine the spacer article with the implantable sling and to make it a part of 
the insertion method. 

17. Regarding claims 22 and 26, due to lack of criticality in the specification, 
removing the spacer before removing the insertion sheaths was shown to solve no 
particular problem, serve no particular purpose and provide no additional benefit as 
opposed to removing the insertion sheaths before removing the spacer. Therefore, it 
would have been obvious to designate the removal of the sheaths and spacer in either 
order because it both parts of the assembly are designed to be removed and must be 
removed before completion of the procedure of implanting a sling. 

18. Regarding claim 23, Gellman 704 further discloses insertion of a sling assembly 
and removal of the surgical components, which includes the spacer, through a vaginal 
incision (paragraph 77 and 60). 

Regarding claims 24 and 25, Gellman '070' further disclose insertion of a sling 
assembly using a multitude of different surgical approaches. Due to lack of criticality in 
the specification, insertion using a transobturator approach was shown to solve no 
particular problem, serve no particular purpose and provide no additional benefit as 
opposed to a using a suprapubic approach. Therefore, it would have been obvious to 
insert the sling assembly via either a suprapubic or transobturator approach because 
both approaches allow the sling assembly to be inserted in the appropriate area to 
provide control over bladder and urinary function. 

Conclusion 
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The prior art made of record and not relied upon is considered pertinent to 
applicants disclosure. US 3,705,586; 3,866,611; US 6,334,446; US 6,050,937; 
6,328686; and US 6,110,101. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Amanda Adams whose telephone number is (571) 272- 
5577. The examiner can normally be reached on M-F, 8:00am-5:00pm, alternate 
Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on (571) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 



Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



273-8300. 





